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INFO OCT-01 ARA-14 ISO-OO OES-07 /028 R 

DRAFTED BY DHEW/FDA: JRWEINROTH, M.D.:CM 
APPROVED BY OES/APT/BMP: MCRAWFORD 
DHEW/OIH: MKEFAUVER 
ARA/CEN:MJPLATT(INFO) 

ARA/CEN:GGUERRA(INFO) 

084034 270728Z/21 

R 26203 8Z AUG 77 
FM SECSTATE WASHDC 
TO AMCONSUL BELIZE 
AMEMBASSY MANAGUA 
AMEMBASSY GUATEMALA 

UNCLAS STATE 204697 

E.O. 11652: N/A 

TAGS: OGEN, OTRA, ETRD, EIND, TBIO, BH, NU, GT 

SUBJECT: FDA REPRESENTATIVES PROVIDING TECHNICAL AND 

CONSULTATIVE ASSISTANCE TO BIOLOGICAL MANUFACTURERS 

1 . FDA ADVISES THAT ROBERT C. SHENO, DEPUTY DIRECTOR 
DIVISION OF COMPLIANCE AND MISS ANN L. DAYTON, SUPERVISORY 
CONSUMER SAFETY OFFICER WILL BE IN CENTRAL AMERICA 
SEPTEMBER 12-17, 1977. 

2. REPRESENTATIVES WILL VISIT 3 LICENSED BIOLOGICAL MANU- 
FACTURERS TO DETERMINE IF THEIR FACILITIES AND OPERATIONS 

ARE IN ACCORDANCE WITH CURRENT GOOD MANUFACTURING PRACTICE 
REGULATIONS AS PRESCRIBED BY THE FOOD, DRUG, AND COSMETIC 
ACT AND THE PUBLIC HEALTH SERVICE ACT AND WILL REPORT ANY 
SIGNIFICANT DEVIATIONS WHICH WOULD HAVE AN ADVERSE EFFECT 
UPON THE SAFETY AND/OR EFFICACY OF PRODUCTS THEY MAY IMPORT 
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INTO THE UNITED STATES. 

3. ASSISTANCE OF EMBASSIES WILL NOT BE REQUIRED. CHRISTOPHER 
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